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muw aftr vftsrc thTOroi.ifarwi 

(mrcwftrvpt) 

ftflSft, 17 3TTOT, 1999 

rnmR 59i( ot).— afiiTOne 194 s ^ sfrc iftttav ^ 4 »Rpw fmvf V4 vtto, 3fafa 

3ftl TOW wnft StfttftW, 1940 (1940 VH 23) 4$ VTCI12 3ftl 33 vft 3%ipi, VTOI MPER % W1”T aftt Vftqil SiWII tfalOT 
(w? ffcTMFi) vtt aifaqrot it. mr.vn.ft. 383(31), nrfta 10 ^ni 1997 % sptH vim ^ mm, aroroimr, vpi 2 , ute 3 , 

mm vft vftrct mtv?t tow vm tft matt % %fera for vft sreffr % ot$v afrffim ai pt ftw fam -m vt ; 

#immm^5t-Hftrqt is^nf, 1997 vft mu vit mravnnft *ft ; 

3fti ■apRir it, mi w Pw4f vi inm 3U^rvf aftr ■gsrrat vi rwr ■gin faw vr %vi wt % ,* 

3Rt:, m, HUSK, W StfaftW Vft m 12 3fa wi 33 g U IU gW It Pwtfl T! V*fol Vilft gV, 3>frfa (W t -tM RWBUiK 

^vrm^afafaaiftiiF^ 1945 v>t #1 ifofWR % t^rq; t^T MR r f i an mft t, awf^:— 

1 . (1) yh ■pr^m'f itfttvr vtv aftvftj sfir totcr uroft (gifa ittfm) fare, 1999 % 1 

( 2 ) wrovfttfittij 1 

2 . afaftt aftr mrere wuft fare, 1945 % fare 122 (10 % ite (vt) % to vt P r refanaa msi arcf^ :— 

“(vr) stfttfare 3 w MRvtftfl afafa, afafa 3fafa wf stmt t, fairen vi ftrfat, 

r««wRii vft vt ^i'4t imT % at^fagit^l Jflfafjvreitt mt#! viff favrnvrt 3ftif^3remftmgraft!fr fanfare 21 % ^iMfa 

anptm srffeTmrrft sro wft afti ■giftm % mi 3 viroi viff gt vf If: 

vr^vgt^wwiftPmmtv, vfc g3n t, Tft ai^tim viftrortt % a t j qt ^ t 1 1 

[w. it, n5n-i 1014 / 2 / 97 -^t ■'ftmii 

tft'wr Tjmt, yy'w mfvv 
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tn^ fetqur1-5-1979 iwr w aftoffr sfr iram wait ftpm , 1945, mm afo ■qftqrc tnwnn (wrw f*rum) 

% ata irom w# arfafaqq, i wo ^ foreiwt % ) 3 fifor t fMF ftrrefl 

lire 395 (®r.) foifo 19-5-99 % rem TWlflw four reir «w t 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 17th August, 1999 

G.S.ft. 591(E).—Whereas a draft of certain rules fruther to amend the Drugs and Cpsmedcs Rules, 1945, was pub¬ 
lished as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), under the notification of the 
Government of India in the Ministry of Health and Family Welfare (Department of Health) No, G.S.R. 383 (E), dated the 
10th July, 1997. in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i) dated the 10th July, 1997 inviting 
objections and suggestions from all persons likely to be affected thereby within a period of forty-five days from the date on 
which the .copies of the Official Gazette containing the said notification were made available to the public ; 

And whereas copies Of the said Gazette were made available to the public on the 15th July, 1997; 

And whereas the objections and suggestions received from the public on the said draft rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government, 
after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely:— 

1. (1) These rules may be called the Drugs and Cosmetics (Third Amendment) Rules, 1999, 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in rule 122(E), for clause (a), the following clause shall be substituted, 
namely:— 

“(a) A drug, as defined in the Act including bulk drug substance which has not been used in the country to any 
significant extent under the conditions prescribed, recommended or suggested in the labelling thereof and has not 
been recognised as effective and safe by the licensing authority mentioned under rule 21 for the proposed.ejajms : 

Provided that the limited use, if any, has been with the permission of the licensing authority.” 

[ No. X-l 1014/2/97-DMS & PFA ] 
DEEPAK GUPTA, Jt. Secy. 

mot Note :—The Drugs and Cosmstics Rules, 1945, as amended upto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act, 1940 
and the Rules (PDGHS-61) last amended vide GSR 395 (E) dated 19-5-99. 
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